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DETAILED ACTION 

This Office Action is in response to amendments/arguments filed 1 1/13/2008. 
Currently, claims 1-60 are pending in the instant application. 

Declaration Under 37 C.F.R §1.131 

The Vallino Affidavit filed on 11/13/2008 under 37 C.F.R. §1.131 has been 
considered but is ineffective to overcome the 1 03(a) rejection based on Shesol in view 
of Grabenkort. 

The evidence submitted Is Insufficient to establish a conception of the Invention 
prior to the effective date, 6/5/2008, of the Shesol reference. While conception Is the 
mental part of the inventive act, it must be capable of proof, such as by demonstrative 
evidence or by a complete disclosure to another. Conception is more than a vague idea 
of how to solve a problem. The requisite means themselves and their Interaction must 
also be comprehended. See Mergenthaler v. Scudder, 1897 CD. 724, 81 O.G. 1417 
(D.C. Cir. 1897). In the response filed, 10/16/2007, Applicant elected Group 1 , Species 
S, corresponding to Figure 19 and claims 1 and 31-39. Applicant's evidence in the 
affidavit must sufficiently show the presently claimed invention In order to antedate the 
Shesol reference. Claim 1 discloses a member flange attached to the lower edge of the 
hollow member and a fabric connector affixed to the flange such that is does not 
traverse the sidewall; neither of these features are shown or described in the Vallino 
Affidavit or in the drawings submitted to show proof of Exhibit A. Figure 1 9 also shows 
thumb holes in the fabric and a configuration of holes in the hollow member; none of 
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these features are shown in the Exhibit A of the Vallino Affidavit. Therefore, because of 
the aforementioned reasons, the Vallino Affidavit is insufficient to establish a conception 
of the invention prior to the effective date of the Shesol reference. 

Response to Arguments 

Applicant's arguments filed 11/13/2008 have been fully considered but they are 
not persuasive. With respect to the 1 12 rejections. Applicant has failed to point out 
where the drawings or the specification show that the fabric does not traverse the 
sidewall. Moreover, with respect to claims 36 and 37, Applicant has not sufficiently 
defined what is meant by accommodating a body party. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. The fabric connector being connected to the member flange 
such that it does not traverse the sidewall has not been sufficiently disclosed in 
Applicant's original disclosure in such a way not to be new matter. Applicant elected 
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Figure 19 shows the fabric connector attached the hollow member from a perspective of 
underneath; therefore, on would not be able to determine whether the fabric connector 
traverses the sidewall. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 36-37 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The term accommodate is indefinite; Applicant has 
not explicitly defined what it means to accommodate a body part. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman. 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1 , 34, and 38-39 rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-5 of U.S. Patent No. 6,526,981 . 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because all the limitations of Application claim 1 can be found in claim 1 of 
Patent '981 . With respect to claim 34, all the limitation can be found in claims 1-3 of the 
'981 . With respect to claims 38-39, all the limitations can be found in claims 1-5 of '981 . 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shesol 



(US Patent 6,257,240) in view of Grabenkort et al. (US Patent 4,237,010). Shesol 
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discloses a liollow member (30) having a base (32); an edge positioned upon the 
patient (fig. 1); hollow member width, height, and length are sufficient to straddle and 
cover the site (18). The base (32) is joined with the sidewall to form a cover (12). At 
least one fabric connector (46) is affixed to the hollow member (30). A hook and loop 
(68), an adhesive (col. 5, lines 36-39), or an ultrasonic bonding (col. 5, lines 36-39) can 
be used as the means to affix the fabric connector (46) to the hollow member (30). 
Hook and loop fasteners (52) are the means used to close the fabric connector (46) on 
the patient (16). Shesol fails to disclose the hollow member has a flange attached to 
the lower edge of the hollow member. However, Grabenkort teaches a site guard (10) 
comprising a hollow member (12) having a flange (16) attached to the lower edge of the 
hollow member (12). Therefore, it would be obvious to one of ordinary skill in the art at 
the time of the invention to modify the Shesol device to have a flange, as taught by 
Grabenkort, because the flange provides the device with greater surface area 
contacting the patient, which would in turn better stabilize the device and prevent 
movement of the guard while in use. Moreover, it would be obvious to one of ordinary 
skill in the art that the fabric connector (46) could be affixed to the flanges, as taught by 
Shesol/Grabenkort, because the fabric connector (46) is merely connected to the edges 
of the hollow member (30), not traversing the sidewall, as shown in Figure 3. The edge 
of the Shesol/Grabenkort hollow member (30) is the flange (16). 

Claims 31-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shesol (US Patent 6,257,240) and Grabenkort et al. (US Patent 4,237,010) in view of 
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Hely (US Patent 6,142,966). Shesol/Grabenkort substantially discloses the claimed 
invention, see claim 1 rejection above. Shesol/Grabenkort fails to disclose at least one 
opening to accommodate a body part or the first and second opening to accommodate 
the right and left thumb. However, Hely teaches a wrap (10) comprising a thumbhole 
(25). Therefore it would be obvious to one of ordinary skill in the art at the time of the 
invention to modify the Shesol/Grabenkort wrap with a thumbhole, as taught by Hely, 
because it would prevent the device from moving up and down on the hand. Moreover, 
it would have been obvious to one of ordinary skill in the art at the time of the invention 
to add another thumbhole adjacent to the current thumbhole to accommodate a right or 
left thumb, since it has been held that mere duplication of essential working parts of a 
device involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 
USPQ 8. 

Claims 34-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shesol (US Patent 6,257,240) and Grabenkort et al. (US Patent 4,237,010) in view of 
Bierman (US Patent 5,722,959). Shesol/Grabenkort substantially discloses the claimed 
invention; see rejection to claim 1 above. Shesol/Grabenkort also discloses a hook and 
loop means (68) for affixing the wrap (46) to the sidewall of the hollow member (30). 
Shesol/Grabenkort fails to disclose cushion attached to the fabric connector opposite 
the lower edge of the hollow member. However, Bierman teaches a catheter 
securement device (10) with a cushion (18) disposes between the device (10) and the 
user's skin. Therefore, it would have been obvious to one of ordinary skill in the art to 
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modify the Shesol/Grabenkort device with a cushion, as taught by Bierman, in order to 
provide the user more comfort while the device is secured to the skin. 

Claims 36-37 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shesol (US Patent 6,257,240) and Grabenkort et al. (US Patent 4,237,010) in view of 
Nix (US Patent 5,807,300). Shesol/Grabenkort substantially discloses the claimed 
invention; see rejection to claims 1 and 34 above. Shesol/Grabenkort fails to disclose 
tubular mesh comprising openings to accommodate various body parts. Nix teaches a 
wrap (1 6) made of tubular mesh (col. 1 , lines 58-59). Therefore it would be obvious to 
one of ordinary skill in the art at the time of the invention to substitute the undisclosed 
material of Shesol/Grabenkort for the tubular mesh, as taught by Nix, in order to allow 
air flow and elasticity so the wrap will fit all size hands. 

Claims 38-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shesol (US Patent 6,257,240) and Grabenkort et al. (US Patent 4,237,010) in view of 
Shultz (US Patent 6,132,399). Shesol/Grabenkort substantially discloses the claimed 
invention; see rejection to claim 1 above. Shesol/Grabenkort fails to disclose an agent 
in the fabric connector and where the agent is selected to be one of antimicrobial, 
antifungal, antiviral, aloe, vitamin E, and combinations of any of the foregoing. 
However, Shultz teaches an intravenous securement dressing (10) comprising 
antimicrobial compound, antifungal compound or vitamins (col. 5, lines 25-28). 
Therefore, it would be obvious to one of ordinary skill in the art at the time of the 
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invention to modify the Shesol/Grabenkort fabric connector with an antimicrobial or 
antifungal compound in order to aid in the healing in the intravenous site and to prevent 
infection. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRANDON JACKSON whose telephone number is 
(571)272-3414. The examiner can normally be reached on Monday - Friday 8-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571)272-4940. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Brandon Jackson/ 
Examiner, Art Unit 3772 

BLJ 

/Patricia Bianco/ 

Supervisory Patent Examiner, Art Unit 3772 



